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Title  21 — Food  and  Drugs 

chapter  i — FOOD  AND  DRUG  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  HEALTH, 

EDUCATION,  AND  WELFARE 
SUBCHAPTER  B— POOD  AND  FOOD  PRODUCTS 

PART  90— EMERGENCY  PERMIT 
CONTROL 

Definitions  and  Procedures 

The  Commissioner  of  Pood  and  Drugs 
published  In  the  Federal  Register  of 
May  14, 1973  (38  FR  12716)  a  final  order 
establishing  the  requirements  and  con¬ 
ditions  for  compliance  with,  or  exemp¬ 
tion  from,  section  404  of  the  Federal 
Pood,  Drug,  and  Cosmetic  Act  with  re¬ 
spect  to  thermally  processed  low-acid 
foods  in  hermetically  sealed  containers. 

A  ruling  on  the  objections  received  in  re¬ 
sponse  to  this  order  is  published  else¬ 
where  in  this  issue  of  the  Federal 
Register. 

The  Cmnmlssloner  also  published  in 
the  Federal  Register  of  May  14, 1973  (38 
PR  12720) ,  and  corrected  in  the  Federal 
Register  of  May  30, 1973  (38  FR  14174) , 
proposed  definitions  and  procedures  to 
govern  Implementatlcai  of  the  emer¬ 
gency  permit  control  authority  contained 
in  secticm  404  of  the  act.  In  response  to 
this  proposal,  comments  were  received 
from  three  triwle  associations.  The  com¬ 
ments  submitted  and  the  Commissioner’s 
decisions  are  as  follows: 

1.  One  comment  requested  that  the 
term  "emergency  permit”  be  prefaced  by 
the  word  “twnporary”  wherever  it  w>- 
pears  in  the  regulation. 

The  Commissioner  agrees  with  the  in¬ 
tent  of  this  comment  and  cdso  believes 
that  the  d^nition  should  be  clarified  to 
refiect  the  exact  language  of  section  404 
(a)  of  the  act.  Section  90.1(d)  (21  CTR 
90.1(d) )  is  therefore  revised  accordingly. 

2.  Deletion  of  all  or  part  of  §  90.2  was 
requested  on  the  ground  that  Subpart  A, 
though  termed  a  “procedural  mecha¬ 
nism,”  is  in  reality  a  substantive  regula¬ 
tion  illegally  prmnulgated  under  section 
701(a)  of  the  act.  It  was  cmitended  that 
all  regulations  under  section  404  of  the 
act  must  be  promulgated  under  section 
701  (e)  of  the  act,  which  provides  for  an 
importunity  for  a  public  hearing. 

The  Commissioner  reaflBrms  the  posi¬ 
tion  that  Subpart  A  of  Part  90  is  pro¬ 
cedural  in  nature  and  designed  to  pro¬ 
vide  the  mechanism  for  implementation 
of  Part  90.  SulmaFt  B,  which  at  present 
consists  only  of  §  90.20  relating  to 
thermally  processed  low-acid  canned 
foods  in  hermetically  sealed  containers, 
contains  the  substantive  requirements 
established  under  section  404  of  the  act 
for  any  particular  food  or  class  of  foods. 
The  Commissioner  has  concluded  that 
section  701(e)  (1)  of  the  act  provides  an 
opportunity  for  a  public  hearing  only 
on  the  substantive  regulations  applicable 
to  a  particular  food  or  class  of  foods 
authorized  by  section  404(a)  of  the  act, 
and  that  the  procedural  regulations  gen¬ 
erally  implementing  the  emergency  per¬ 
mit  control  system  of  section  404  are  au¬ 
thorized  by  section  701(a)  of  the  act, 
which  does  not  provide  for  a  public  hear¬ 
ing.  Any  person  who  wishes  to  challenge 
any  provision  in  Subpart  A  of  Part  90,  as 
promulgated  by  this  order,  may  therefore 
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do  so  by  appeal  to  the  courts  pursuant 
to  the  Admin’strative  Procedure  Act. 

3.  One  comment  suggested  that  §§  90.3 

(a)  and  90.4(b)  be  revised  to  specify 
that  Issuance  of  an  emergency  permit 
must  be  based  solely  on  nonccMupliance 
with  those  requirements  of  Subpart  B 
which  are  mandatory. 

The  Commissioner  agrees  that  an 
action  to  require  an  emergency  permit 
must  be  based  on  violation  of  mandatory 
requirements  of  Subpart  B.  The  regula¬ 
tions  have  been  revised  accordingly. 

4.  The  Commissioner  concurs  with  the 
suggestion  that  §  90.3(a)  (1)  be  revised 
to  provide  for  the  filing  of  objections  to 
the  requirement  of  a  permit  by  telegram, 
telex,  or  any  other  mode  of  written  com¬ 
munication,  and  the  section  has  been 
revised  accordingly. 

5.  One  comment  requested  that  §  §  90.3 

(b)  and  90.5(c)  be  revised  to  furnish 
guidance  in  the  selection  of  the  location 
at  which  a  hearing  wlU  be  held. 

The  Commissioner  agrees  that  such 
guidance  is  needed.  The  sections  have 
therefore  been  revised  to  provide  the 
guidance  requested. 

6.  The  Introductory  text  and  para¬ 
graph  (a)(1)  of  S  90.3  have  been  revised 
to  correct  inadvertent  omissions. 

7.  A  comment  requested  that  §  90.4(b) 
be  revised  to  require  that,  once  the  Com¬ 
missioner  has  made  a  determination  that 
an  emergency  permit  is  necessary,  within 
five  days  of  receipt  of  an  application 
from  the  affected  person,  the  Pood  and 
Drug  Administration  must  conduct  a 
factory  inspection.  Ihe  comment  also  re¬ 
quests  that,  within  five  days  thereafter, 
the  Commissioner  shall  either  issue  the 
permit  or  offer  the  applicant  a  hearing 
pursuant  to  §  90.3  (b)  and  (c) . 

The  Commissioner  recognizes  the  de¬ 
sire  of  all  concerned  to  resolve  such 
matters  as  quickly  as  possible,  but  must 
reserve  the  right  to  conduct  factory  in¬ 
spections  at  those  times  warranted  by 
the  gravity  of  the  particular  situation. 
Such  inspections  will,  in  keeping  with 
available  resources,  be  conducted  as  ex¬ 
peditiously  as  possible.  Since  the  Com¬ 
missioner  agrees  that  timeliness  is  nec¬ 
essary  in  the  resolution  of  a  decision  to 
issue  or  deny  an  emergency  permit,  or 
to  offer  an  opportunity  for  a  hearing, 
§  90.4(b)  has  been  revised  to  reflect  that 
policy. 

8.  An  additional  comment  with  respect 
to  S  90.4(b)  requests  that  it  be  revised 
to  eliminate  the  inclusion  of  require¬ 
ments  and  conditions  in  an  emergency 
permit  which  go  beyond  those  which  are 
mandatory  in  Subpart  B  of  Part  90. 

The  Commissioner  has  revised  the 
regulation  to  refer  only  to  the  mandatory 
requirements  and  conditions  of  Subpart 
B,  as  well  as  to  any  additional  require¬ 
ments  or  conditions  which  may  be  neces¬ 
sary  to  protect  the  public  health.  Such 
additional  requirements  or  conditions  are 
explicitly  authorized  by  section  404(a) 
of  the  act. 

9.  The  Commissioner  concurs  with  the 
suggestion  that  §  90.5(b)  be  revised  to 
incorporate  a  definite  time  frame  in 
which  to  fully  consider,  and  reach  a  deci¬ 
sion  to  grant  or  deny,  an  application  for 
reinstatement  of  a  suspended  emergency 
pennit.  Since  the  time  period  of  five 


working  days  suggested  in  the  comment 
may  prove  unduly  restrictive,  $  90.5(b) 
has  been  revised  to  afford  a  more  ap¬ 
propriate  time  period  of  ten  working 
days  within  which  to  consider  all  perti¬ 
nent  facts  and  reach  an  appropriate 
decision. 

10.  The  Commissioner  agrees  with  the 
suggestion  that  procedures  should  be 
added  for  recourse  from  a  denial  of  an 
application  to  reinstate  an  emergency 
permit,  and  accordingly  a  new  S  90.5(e) 
has  been  adopted.  The  new  procedure 
parallels  the  comparable  provision  in 
S  90.4(c)  which  deals  with  the  initial  is¬ 
suance  and  denial  of  an  emergency 
permit. 

11.  In  response  to  a  comment,  the 
Commissioner  agrees  that  a  permit 
holder,  who  is  in  compliance  and  is  likely 
to  remain  so,  is  entitled  to  a  hearing,  if 
warranted,  as  part  of  the  procedure 
necessary  to  revoke  both  the  determina¬ 
tion  of  need  and  the  emergency  permit. 
Section  90.6(b)  is  revised  accordingly,  to 
make  it  cxmsistent  with  the  comparable 
provisions  for  a  hearing  at  other  stages 
in  the  emergency  permit  control  set4orth 
In  S§  90.3(b).  90.4(b)  and  90.5(c). 

12.  One  Industry  association  suggested 
that  §  90.7(a)  be  revised  to  be  made  ap¬ 
plicable  only  to  those  thermally  proc¬ 
essed  low-acid  foods  packaged  in 
hermetlcsdly  sealed  containers  covered 
by  S  90.20. 

The  Commissioner  is  promulgating 
Subpart  A  as  a  procedural  mechanism 
for  implementing  section  404  of  the  act, 
which  will  cover  all  foods  for  which  sub¬ 
stantive  requirements  are  promulgated 
imder  Subpart  B.  It  would  be  Impractical 
and  inappropriate  to  have  different  pro¬ 
cedures  for  different  foods.  If  any  of  the 
provisions  of  SulH>art  A  later  prove  to  be 
unfair  or  Impractical  they  may  be  re¬ 
vised,  either  on  the  Commissioner’s  in¬ 
itiative  or  on  the  petition  of  an  Interested 
person. 

13.  In  response  to  several  comments, 
questions,  and  suggestions,  the  Commis¬ 
sioner  reaffirms  that  the  proposed  regula¬ 
tion  permits  the  continued  production  of 
a  food  for  interstate  commerce  for  which 
a  permit  is  required,  while  a  permit  Is 
being  secured,  at  the  processor’s  risk. 
Such  food  may  not  be  shipped  without 
approval  of  the  Food  and  Drug  Adminis¬ 
tration.  The  suggestion  that  §  90.7(a)  of 
the  regulation  be  revised  to  pennit  the 
continued  production  of  food  for  inter¬ 
state  commerce  in  violation  of  the  con¬ 
ditions  of  an  emergency  permit  cannot 
be  accepted,  since  it  would  destroy  the 
emergency  permit  system. 

14.  The  Commissioner  agrees  with 
those  comments  which  suggest  that  §  90.7 
(a)  be  revised  to  provide  for  the  orderly 
distribution  into  Interstate  commerce  of 
such  foods  for  which  an  emergency  per¬ 
mit  is  required,  which  were  produced  at 
the  processor’s  risk  during  the  interim 
while  an  emergency  permit  was  being 
secured.  The  Commissioner  does  not 
agree  with  the  concern  expressed  in  those 
comments  that  written  approval  from 
the  Food  and  Drug  Administration  in  ad¬ 
vance  of  any  interstate  shipments  of  such 
food  that  the  product  is  free  from  micro¬ 
organisms  of  public  health  significance, 
may  not  be  the  most  appropriate  means 
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to  resolve  the  situation.  The  Commis¬ 
sioner  is  responsible  for  the  Interstate 
shipment  of  any  such  foods  processed 
during  the  interim  period.  The  CQmmls- 
sioner  does  agree,  however,  that  it  Is  ap-  . 
propriate  also  to  include  provisions  which 
will  help  to  resolve  such  a  situation  while 
retaining  the  necessary  safeguards  to  the 
consuming  public. 

15.  All  other  comments  have  been  care¬ 
fully  considered  by  the  Commissioner 
and,  where  deemed  to  be  appropriate, 
have  been  incorporated  into  the  final 
order. 

Accordingly,  having  evaluated  the 
comments  received  and  other  relevant 
material,  the  Commissioner  concludes 
that  the  regulations  should  be  adopted 
as  set  forth  below. 

Therefore,  pursuant  to  the  provisions 
of  the  Federal  Food,  Drug  and  Cosmetic 
Act  (secs.  402,  404,  701(a) ,  52  Stat.  1046- 
1047  as  amended,  1048,  1055;  (21  U.S.C. 
342,  344,  371(a)))  and  under  authority 
delegated  to  the  Commissioner  (21  CFTl 
2.120) ,  Chapter  I  of  Title  21  of  the  Code 
of  Federal  Regulations  is  amended  by 
adding  a  new  Subpart  A  to  Part  90  to 
resul  as  follows: 

Swbpart  A — Definitions  and  Procedures 

Sec. 

90.1  Definitions. 

90.2  EstaUisbinent  of  requirements  for  ex¬ 

emption  from  section  404  of  the  act. 

90.3  Determination  of  the  need  for  a  permit. 

90.4  Issuance  or  denial  of  permit. 

90.5  Suspension  and  reinstatement  of  per¬ 

mit. 

90.6  Revocation  of  determination  of  need 

for  permit. 

90.7  Manufacturing,  processing,  or  packing 

without  a  permit  or  in  violation  of  a 
permit. 

90.8-90.re  [Reserved] 

Authoritt:  Secs.  402,  404,  701(a),  52  Stat. 
1046-1047  as  amended,  1048,  1055;  (21  U.S.C. 
342,  344,  371(a)). 

'  Subpart  A — Definitions  and  Procedures 
§  90.1  Definitions. 

(a)  The  definitions  contained  in  sec¬ 
tion  201  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act  are  applicable  to  such 
terms  when  used  in  this  part. 

(b)  “Commissioner”  means  the  Com¬ 
missioner  of  Food  and  Drugs. 

•  (c)  “Act”  means  the  Federal  Food, 
Drug,  and  Cosmetic  Act,  as  amended. 

(d)  “Permit”  means  an  emergency 
permit  issued  by  the  Commissioner  pur¬ 
suant  to  section  404  of  the  act  for  such 
temporary  period  of  time  as  may  be  nec¬ 
essary  to  protect  the  public  health. 

(e)  “Manufacture,  processing,  or  pack¬ 
ing  of  food  in  any  locality”  means  activ¬ 
ities  conducted  in  a  single  plant  or 
establishment,  a  series  of  plants  imder 
a  single  management,  or  all  plants  in 
an  industry  or  region,  by  a  manufac¬ 
turer,  processor,  or  packer. 

§  90.2  Establishment  of  requirements 
for  exemption  from  section  404  of 
the  act. 

(a)  Whenever  the  Commissioner  finds 
after  investigation  that  the  distribution 
in  interstate  commerce  of  any  class  of 
food  may,  by  reason  of  contamination 
with  microorganisms  during  the  manu¬ 


facture,  processing,  or  packing  thereof 
in  any  locality,  be  Injurious  to  health, 
and  that  such  injurious  nature  cannot 
be  adequately  determined  after  such 
articles  have  entered  interstate  ccMn- 
merce.  he  shall  promulgate  regulations 
In  Subpart  B  of  this  part  establishing 
requirements  and  conditions  governing 
the  manufacture,  processing,  or  packing 
of  the  food  necessary  to  prot^t  the 
public  health.  Such  regulations  may  be 
proposed  by  the  Commissioner  on  his 
own  initiative  or  in  response  to  a  petition 
from  any  interested  person.  Petitions  re¬ 
questing  promulgation  of  regulations  in 
Subpart  B  of  this  part  shall  be  in  the 
form  specified  in  §  2.65  of  this  chapter. 

(b)  A  manufacturer,  processor,  or 
packer  of  a  food  for  which  a  regulation 
has  been  promulgated  in  Subpart  B  of 
this  part  shall  be  exempt  from  the  re¬ 
quirement  for  a  permit  (mly  if  he  meets 
all  of  the  mandatory  requirements  and 
conditions  established  in  that  regulation. 

§  90.3  Determination  of  the  need  for  a 
permit. 

(a)  Whenever  the  Commissioner  de¬ 
termines  after  Investlgatlcm  that  a 
manufacturer,  processor,  or  packer  of  a 
food  for  which  a  reguiatlcm  has  been 
promulgated  in  Subpart  B  of  this  part 
does  not  meet  the  mandatory  conditions 
and  requirements  established  in  such 
regulation,  he  shall  issue  to  such  manu¬ 
facturer,  processor,  or  packer  an  order 
determining  that  a  permit  shall  be  re¬ 
quired  before  the  food  may  be  intro¬ 
duced  or  delivered  for  Introduction  into 
interstate  commerce  by  that  person. 

(1)  The  manufacturer,  processor,  or 
packer  shall  have  3  working  days  after 
receipt  of  such  order  within  which  to 
file  objections.  Such  objections  may  be 
filed  teleen'am,  telex,  or  any  other 
mode  of  written  communlcaticm  ad¬ 
dressed  to  the  Pood  and  Drug  Adminis¬ 
tration,  Bureau  of  Poods,  200  C  St,,  SW., 
Washington,  D.C.  20204.  If  such  objec¬ 
tions  are  filed,  the  determination  is 
stayed  pending  a  hearing  to  be  held 
within  5  working  days  after  the  filing  of 
objectlcHis  on  the  issues  Involved  imless 
the  Commissioner  determines  that  insuf¬ 
ficient  grounds  are  provided  for  such  a 
hearing. 

(2)  If  the  Commissioner  finds  that 
there  is  an  imminent  hazard  to  health, 
the  order  shall  contain  this  finding  and 
the  reasons  therefor,  and  shall  state  that 
the  determination  of  the  need  for  a  per¬ 
mit  is  effective  Immediately  pending  an 
expedited  hearing. 

(b)  A  hearing  imder  this  section  shall 
be  conducted  by  the  Commissiemer  or  Ids 
designee  at  a  location  agreed  upon  by 
the  objector  and  the  Commissioner  or,  if 
such  agreement  cannot  be  reached,  at  a 
locaticm  designated  by  the  Commissioner. 
The  manufacturer,  processor,  or  packer 
shall  have  the  right  to  cross-examine  the 
Pood  and  Drug  Administration’s  wit¬ 
nesses  and  to  present  witnesses  on  his 
own  behalf. 

(c)  Within  5  working  days  after  the 
hearing,  and  based  on  the  evidence  pre¬ 
sented  at  the  hearing,  the  Commissioner 
shall  determine  whether  a  permit  is  re¬ 
quired  and  shall  so  inform  the  manu¬ 


facturer,  processor,  or  packer  in  writ¬ 
ing,  with  the  reasons  for  his  decision. 

(d)  The  Commissioner’s  determina¬ 
tion  of  the  need  for  a  permit  constitutes 
final  agency  action  from  which  appeal 
lies  to  the  courts.  The  Commissioner 
will  not  stay  a  determination  of  the  need 
for  a  permit  pending  court  appeal  ex¬ 
cept  in  unusual  circumstances,  but  will 
participate  in  expediting  any  such 
appeal. 

§  90.4  Issuance  or  denial  of  permit. 

(a)  After  a  determination  and  notifi¬ 
cation  by  the  Commissioner  in  accord¬ 
ance  with  the  provisions  of  §  90.3  that  a 
manufacturer,  processor,  or  packer  re¬ 
quires  a  permit,  such  manufacturer, 
processor,  or  packer  may  not  thereafter 
Introduce  or  deliver  for  introduction  into 
Interstate  commerce  any  such  food  man¬ 
ufactured.  processed,  or  packed  by  him 
unless  he  holds  a  permit  issued  by  the 
Commissioner  or  obtains  advance  written 
approval  of  the  Food  and  Drug  Admin¬ 
istration  pursuant  to  i  90.7(a). 

(b)  Apy  manufacturer,  processor,  or 
packer  for  whom  the  Commissioner  has 
made  a  determination  that  a  permit  is 
necessary  may  apply  to  the  (Commissioner 
tor  the  issuance  of  such  a  permit.  The 
application  shall  contain  such  data  and 
information  as  is  necessary  to  show  that 
all  mandatory  requirements  and  condi¬ 
tions  for  the  manufacture,  processing  or 
packing  of  a  food  for  which  regulations 
are  established  in  Subpart  B  of  this  part 
are  met  an^  in  particular,  shall  show 
that  the  deviations  specified  in  the  Com¬ 
missioner’s  determination  of  the  need  for 
a  permit  have  been  corrected  or  suitable 
Interim  measures  established.  As  soon  as 
is  practicable,  and  whenever  possible 
within  10  working  days  after  receipt  of 
such  application,  the  Commissioner  shall 
issue  a  permit,  deny  the  permit,  or  offer 
the  applicant  a  hearing  conducted  in  ac¬ 
cordance  with  S  90.3(b)  and  (c)  as  to 
whether  the  permit  should  be  Issued.  The 
Commissioner  shall  issue  such  a  permit 
to  which  shall  be  attached,  in  addition  to 
the  mandatory  requirements  and  condi¬ 
tions  of  Subpai4  B  of  this  part,  any  addi¬ 
tional  requirements  or  conditions  which 
may  be  necessary  to  protect  the  public 
health  if  he  finds  that  all  mandatory  re¬ 
quirements  and  conditions  of  Subpart  B 
of  this  part  are  met  or  suitable  interim 
measures  are  established. 

(c)  Denial  of  a  permit  constitutes  final 
agency  action  from  which  appeal  lies  to 
the  courts.  The  Commissioner  will  not 
stay  such  denial  pending  court  appeal 
except  in  unusual  circumstances,  but  will 
participate  in  expediting  any  such  ap¬ 
peal. 

§  90.5  Suspension  and  reinstatement  of 
permit. 

(a)  Whenever  the  Commissioner  finds 
that  a  permit  holder  is  not  in  compliance 
with  the  mandatory  requirements  and 
conditions  established  by  the  permit,  he 
shall  immediately  suspend  the  permit 
and  so  inform  the  permit  holder,  with 
the  reasons  for  the  suspension. 

(b)  Upon  aiHilication  for  reinstatement 
of  a  permit,  the  Commissioner  shall, 
within  10  working  days,  reinstate  the 
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permit  if  he  finds  that  the  person  Is  In 
compliance  with  the  mandatory  require¬ 
ments  and  ccmditions  established  by  the 
permit  or  deny  the  applicaticm. 

(c)  Any  person  whose  permit  has  been 
suspended  or  whose  application  for  re¬ 
instatement  has  been  denied  may  re¬ 
quest  a  hearing.  The  hearing  shall  be 
conducted  by  the  Commissioner  w  his 
designee  within  5  working  days  of  receipt 
of  the  request  at  a  location  agreed  uix>n 
by  the  objector  and  the  Commissioner  or. 

If  an  agreement  cannot  be  reached,  at  a 
location  designated  by  the  Cranmlssioner. 
The  permit  holder  shall  have  right 
to  present  witnesses  on  his  own  behalf 
and  to  cross-examine  the  Food  and  Drug 
Administration’s  witnesses. 

(d)  Within  5  working  days  after  the 
hearing,  and  based  on  the  evidence  pre¬ 
sented  at  the  hearing,  the  Commissioner 
shall  determine  whether  the  permit  shall 
be  reinstated  and  shall  so  Inform  the  per¬ 
mit  holder,  with  the  reasons  for  his 
decision. 

(e)  Denial  of  an  application  for  rein¬ 
statement  of  a  permit  constitutes  final 
agency  action  from  which  appeal  lies  to 
the  courts.  The  Commissioner  will  not 
st^  such  denial  pending  court  appeal  ex¬ 
cept  In  unusual  circumstances,  but  will 
participate  In  expediting  any  such  ap- 
peaL 

§  90.6  Revocation  of  determination  of 
need  for  permit. 

(a)  A  permit  shall  be  reqtilred  only 
during  such  temporary  period  as  Is  nec¬ 
essary  to  protect  the  public  health. 

(b)  Whenever  the  Commissioner  has 
reason  to  believe  that  a  permit  holder  is 
in  compliance  with  the  mandatory  re¬ 
quirements  and  conditions  established  In 
^bpart  B  of  this  part  and  Is  likely  to  re¬ 
main  In  compliance,  he  shall,  on  his  own 
initiative  or  on  the  application  of  the 
permit  holder,  revoke  both  the  deter¬ 
mination  of  need  for  a  permit  and  the 
permit  that  had  been  Issued.  If  denied, 
the  applicant  shall,  upon  request,  be  af¬ 
forded  a  hearing  conducted  In  accord¬ 
ance  with  S  90.3(b)  and  (c)  as  soon  as 
practicable.  Such  revocation  Is  without 
prejudice  to  the  Initiation  of  further 
permit  proceedings  with  respect  to  the 
same  manufacturer,  processor,  or  packer 
should  later  Information  again  show  the 
need  for  a  permit. 

§  90.7  Manufacturing,  processing,  or 
packing  without  a  permit  or  in  viola¬ 
tion  of  a  permit. 

(a)  A  manufacturer,  processor,  or 
packer  may  continue  at  his  own  rl^  to 
manufacture,  process,  or  pack  without 
a  permit  a  food  for  which  the  Commis¬ 
sioner  has  determined  that  a  permit  Is 
required.  All  food  so  manufactured,  proc¬ 
essed,  or  packed  during  such  period 
without  a  permit  shall  be  retained  by 
the  manufacturer,  processor,  or  packer 
and  may  not  be  introduced  or  delivered 
for  introduction  Into  Interstate  com¬ 
merce  without  the  advance  written  ap¬ 
proval  of  the  Pood  and  Drug  Administra¬ 
tion.  Such  approval  may  be  granted  only 
upon  an  adequate  showing  that  such  food 


Is  free  from  microorganisms  of  public 
health  significance.  Ihe  manufacturer, 
processor,  or  packer  may  provide  to  the 
Commissioner,  for  his  consideration  In 
making  any  such  determination,  an  eval¬ 
uation  of  the  potential  public  health  sig¬ 
nificance  of  such  food  by  a  competent 
authority  In  accordance  with  proc^ures 
recognized  as  being  adequate  to  detect 
any  potential  hazard  to  public  health. 

(b)  Except  as  provided  in  paragraph 
(a)  of  this  section,  no  manufacturer, 
processor,  or  packer  may  Introduce  or 
deliver  for  Introduction  into  interstate 
commerce  without  a  permit  or  In  viola¬ 
tion  of  a  permit  a  food  for  which  the 
Commissioner  has  determined  that  a 
permit  Is  required. 

Effective  date.  This  order  shall  become 
effective  February  28,  1974. 

(Secs.  402,  404,  701(a).  62  Stat.  1046-1047  as 
amended,  1048.  1065;  (21  TJSJO.  342,  344,  371 
(«)) 

Dated:  January  21, 1974. 

A.  M.  ScHinoT, 

Commissioner  of  Food  and  Drugs. 
[FR  Doc.74-2136  FUed  1-28-74;  8:46  am] 


PART  90--EMERGENCY  PERMIT 
CONTROL 

PART  128i>— THERMALLY  PROCESSED 
LOW-ACID  FOODS  PACKAGED  IN  HER¬ 
METICALLY  SEALED  CONTAINERS 

Manufacture  and  Processing  of  Thermally 
Processed  Low-Acid  Foods  Packaged  In 
Hermetically  Sealed  Containers;  Con¬ 
firmation  of  Effective  Date 

On  May  14, 1973,  the  Commissioner  of 
Food  and  Drugs  published  In  the  Federal 
Register  (38  FR  12716)  a  flna.1  order  un¬ 
der  Subpart  B  of  new  21  CFR  Paul  90, 
embodying  the  specific  enforcement  pro¬ 
visions  relating  to  low-acid  canned  foods 
that  were  originally  proposed  by  the  Na¬ 
tional  Canners  Association  and  published 
in  the  Federal  Register  of  November  12, 
1971  (36  FR  21688)  for  inclusion  under 
21  CFR  Part  3  of  this  chapter.  The  order 
stated  that  It  would  become  effective  on 
July  13, 1973,  imless  there  were  any  pro¬ 
visions  that  might  be  stayed  by  the  fil¬ 
ing  of  proper  objections  on  or  before 
Jime  13, 1973. 

In  response  to  the  order,  objections 
were  received  from  one  member  of  In¬ 
dustry,  Himt-Wesson  Foods,  Inc.,  and 
two  trade  associations,  the  National  Can¬ 
ners  Association  (NCA) .  the  original  pe¬ 
titioner.  and  the  American  Shrimp  Cw- 
ners  Association  (ASCA) . 

Following  Informal  conferences  at  the 
request  of  the  petitioner  and  others,  NCA 
submitted  revised  objections  in  a  second 
letter.  Himt-Wesson  endorsed  the  origi¬ 
nal  and  then  the  revised  NCA  objections, 
and  also  submitted  an  objection  in  addi¬ 
tion  to  those  of  the  NCA. 

The  objections  raised  and  the  Commis¬ 
sioner’s  conclusions  are  as  follows: 

1.  Section  90.20(a).  (a)  ’Two  objections 
were  made  to  the  statement  referring  to 
the  fact  that  the  harmful  nature  of 
foods  is  not  adequately  determinable 


after  these  foods  have  entered  into  Inter¬ 
state  commerce.  They  suggested  that  this 
be  changed  to  “may  not  always  be’’  ade¬ 
quately  determinable. 

The  Commissioner  does  not  agree  with 
the  changed  wording.  The  Commissioner 
knows  of  no  way  that  contamination 
with  harmful  microorganisms  can  ade¬ 
quately  be  determined  In  millions  of 
cans  after  shipment,  and  the  objections 
Identified  no  evidence  to  be  offered  at  a 
hearing  to  support  this  objection.  Ac¬ 
cordingly,  no  change  Is  made  in  the 
wording  in  the  regulation  and  no  hearing 
is  justified  on  this  objection. 

(b)  Three  objections  stated  that  only 
the  mandatory  portions  of  Part  12&b 
should  be  Included  as  requirements  of 
§  90.20  rather  than  all  of  Part  128b.  They 
argued  that  only  those  provisions  that 
must  be  compiled  with  constitute  con¬ 
ditions  where  deviations  lead  to  con¬ 
tamination  which  could  lead  to  Injury 
to  health. 

’The  Commissioner  advises  that  the 
May  14,  1973,  order  so  provided,  and  the 
wording  of  the  regulation  has  been  re¬ 
vised  more  clearly  to  refiect  that  Intent. 
Thus,  no  hearing  Is  Justified  on  this 
objection. 

(c)  Two  objections  asserted  that  only 
“those  mandatory  portions  of  Part  128b 
that  are  related  to  ensiuing  that  the 
product  was  not  contaminated  with 
microorganisms  which  may  cause  It  to  be 
Injurious  to  health”  be  required. 

The  Commissioner  concludes  that  this 
presents  only  a  legal  Issue  as  to  the 
proper  scope  of  section  404  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  and  thus 
no  hearing  Is  justified  on  this  objection. 

(d)  One  objection  contended  that  a 
"legal  regulation  cannot  by  reference  to 
a  guideline  regulation  confer  upon  the 
latter  the  full  force  and  effect  of  law." 

The  Commissioner  concludes  that  this 
presents  only  a  legal  Issue,  and  thus  no 
hearing  Is  justified  on  this  objection. 

(e)  One  objection  stated  that  It  Is 
Impossible  to  comply  with  Bubpart  A  of 
this  part  as  required  In  S  90.20  because 
Subpart  A.  although  proposed,  does  not 
exist. 

The  Commissioner  advises  that  else¬ 
where  In  this  Issue  of  the  Federal  Reg¬ 
ister  Subpart  A  is  being  published  as  a 
final  regulation.  Thus,  no  hearing  is 
justified  on  this  objection. 

2.  Section  90.20(c)(1) .  (a)  Two  ob¬ 
jections  suggested  that  the  processing 
method  be  registered  “In  terms  of  the 
tsrpe  of  processing  equipment  employed." 

The  Commissioner  accepts  this  sug¬ 
gestion  and  the  regulation  has  been  so 
revised.  Thus,  no  hearing  is  justified  on 
this  objection. 

(b)  One  objection  contested  the  word¬ 
ing  used  concerning  the  notification  of 
the  Food  and  Drug  Administration  by  a 
processor  who  temporarily  ceases  the 
processing  of  low-acid  foods.  The  objec¬ 
tion  argued  that  the  limitation  only  to 
seasonal  shutdowns  or  temporary  shut¬ 
downs  such  as  strikes,  lockouts,  fire,  or 
acts  of  God  Is  overly  restrictive,  and 
cited  an  overlooked  temporary  shutoown 
caused  by  inadequate  sales  volume.  ’The 
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objection  proposed  that  any  temporary 
shutdown  of  less  than  6  months  dura¬ 
tion  be  the  only  limitation  for  exclusion 
from  reporting. 

The  Commissioner  points  out  that  the 
regiilation  states  that  notification  of  the 
Food  and  Drug  Administration  of  any 
shutdown  is  required  only  if  the  shut¬ 
down  is  of  a  nontemporary  nature.  A 
minor  revision  to  provide  for  additional 
clarity  is  now  incorporated  in  the  order, 
and  thus  no  hearing  is  justified  on  this 
objection. 

3.  Section  90.20(c)(2).  (a)  Three  ob¬ 
jections  asserted  that,  in  the  case  of  a 
commercial  processor  engaged  in  the 
thermal  processing  of  low-acid  foods,  all 
the  processing  information  may  not  be 
readily  availahle.  One  objection  proposed 
that  the  regulation  be  amended  to  per¬ 
mit  the  processor  to  submit  a  letter  of 
intent  to  develop  and  furnish  such  infor¬ 
mation  in  such  situations. 

The  Commissioner  advises  that  para¬ 
graph  11  of  the  preamble  to  the  May  14, 
1973,  order  makes  ample  provision  for 
such  situations.  Because  this  is  a  tempo¬ 
rary  provision  it  is  unnecessary  to  in¬ 
clude  it  in  the  regulation.  Since  this 
satisfies  the  objection,  no  hearing  is 
justified  on  the  matter. 

(b)  Two  objections  requested  the  ad¬ 
dition  of  a  provision  stating  that,  if  a 
packer  modifies  a  scheduled  process  from 
that  previously  filed,  he  shall  submit  that 
modification  to  the  Pood  and  Drug  Ad¬ 
ministration  within  60  days  and  shall, 
prior  to  utilizing  such  modified  scheduled 
process,  have  in  his  files  for  review  by 
Food  and  Drug  Administration  inspectors 
substantiation  by  a  qualified  scientific 
authority  of  the  adequacy  of  the  modified 
process. 

The  Commissioner  agrees  to  this  ad¬ 
dition,  except  that  the  modification  shall 
be  filed  with  the  Food  and  Drug  Admin¬ 
istration  prior  to  its  use.  This  will  permit 
needed  flexibility  in  plant  operations,  and 
the  regulation  is  revised  accordingly. 
Thus,  there  is  no  justification  for  a  hear¬ 
ing  on  this  objection. 

4.  Section  90.20(c)  (3)  (ii) .  (a)  Three 
objections  requested  that,  when  the  Food 
and  Drug  Administration  requests  rec¬ 
ords,  charts  and  other  particular  infor¬ 
mation  concerning  processes  and  pro¬ 
cedures  which  are  deemed  necessary  by 
the  Food  and  Drug  Administration  to 
determine  the  adequacy  of  the  process, 
this  request  shall  be  made  in  writing 
(rather  than  orally) ,  specifying  the  rec¬ 
ords,  charts  and  other  particular  infor¬ 
mation. 

The  Commissioner  advises  that  the 
regulation  itself  constitutes  a  written  re¬ 
quest  for  the  records.  Any  additional  re¬ 
quirements  that  record  requests  be  in 
writing  would  be  duplicative  and  would 
delay  obtaining  data  needed  for  reach¬ 
ing.  a  prompt  decision  on  the  adequacy 
of  the  processing  procedure.  Since  the 
regulation  itself  satisfies  the  objection, 
no  hearing  is  justified  on  the  matter. 

(b)  Three  objections  requested  that  a 
sentence  be  added  to  require  that  the 
processing  Information  and  other  data 
supplied  to  the  Pood  and  Drug  Admin- 
new  section  which  would  state  that  the 
factory  processing  records  submitted  to 


the  Food  and  Drug  Administration  would 
istratloa  be  regarded  as  trade  secrets 
within  the  mecmlng  of  21  U.S.C.  331  (j) 
and  18  U.S.C.  1905.  They  argued  that 
nonacceptance  of  the  request  would  lead 
to  an  Incompatibility  with  S  90.20(c)  (2) . 

The  Commissioner  recognizes  the 
reasonableness  of  the  request  and  the 
regulation  has  been  so  revised.  Thus,  no 
hearing  is  justified  on  this  objection. 

5.  Section  90.20(e).  Two  objections 
requested  addition  of  the  phrase  “that 
cannot  be  adequately  determined  after 
the  product  has  entered  distribution" 
when  referring  to  reporting  to  the  Pood 
and  Drug  Administration  any  instance 
wherein  any  lot  of  food  which  may  be 
injurious  to  health  by  reason  of  contami¬ 
nation  with  microorganisms  has  entered 
into  distribution. 

The  Commissioner  advises  that  the  re¬ 
quested  wording  is  of  no  consequence, 
and  would  in  no  way  reduce  the  obliga¬ 
tions  of  a  processor  to  report  contami¬ 
nation  of  distributed  food.  No  such  con¬ 
tamination  can  adequately  be  determined 
after  distribution,  and  the  objections 
identified  no  evidence  to  be  presented  at 
a  hearing  to  the  contrary.  In  any  event, 
the  requested  wording  is  in  section  404 
of  the  act,  and  is  the  statutory  pre¬ 
requisite  to  this  regifiation.  Thus,  no 
change  in  the  wording  is  appropriate 
and  no  hearing  is  justified  on  this 
objection. 

6.  Section  90.20(f).  (a)  Two  objec¬ 
tions  questioned  the  authority  and  feasi¬ 
bility  for  a  recall  procedure  down  to  the 
consumer  level.  They  suggested,  instead, 
that  a  processor  have  in  his  files  a  .recall 
procedure  which  the  processor  will  use 
for  products  imder  his  control  and  which 
he  will  ask  his  distributor  to  follow. 

The  Commissioner  agrees  and  has 
made  the  appropriate  revisions  in  the 
regulation.  Thus,  no  hearing  is  justified 
on  this  objection. 

(b)  One  objection  opposed  this  para¬ 
graph  and  paragraph  (k)  because  the 
paragraphs  have  been  Included  in  the 
order  in  violation  of  the  provisions  of 
section  701(e)  (1)  of  the  act  in  that  prior 
notice  has  not  been  provided.  The  ob¬ 
jection  argued  that  the  original  petition 
of  NCA  did  not  include  the  matter. 

The  Commissioner  rejects  the  argu¬ 
ment  since  the  two  provisions  were 
within  the  scope  of  the  proposal.  Since 
this  objection  presents  only  a  legal  issue, 
no  hearing  is  justified  on  it. 

7.  Section  90.20(g).  Two  objections 
requested  that  a  sentence  be  added  to 
state  that  the  Commissioner  will  not 
withhold  approval  of  any  school  qualified 
to  give  appropriate  instruction. 

The  Commissioner  agrees  and  includes 
the  statement  in  the  regulation.  Thus,  no 
hearing  is  justified  on  this  objection. 

8.  Section  90.20(h).  Three  objections 
were  received  concerning  the  retention 
of  records  in  the  processing  plant. 

(a)  One  objection  suggested  that  no 
requirement  be  made  that  the  records 
be  held  at  the  processing  plant. 

The  Commissioner  rejects  this  sugges¬ 
tion  because  it  is  necessary  for  the  rec¬ 
ords  to  be  readily  accessible  to  a  Food 
and  Drug  Administration  inspector  for  a 


reasonable  period  of  time.  Since  this 
represents  only  a  policy  judgment,  on 
which  the  objection  identified  no  evi¬ 
dence  to  be  offered  at  a  hearing,  and 
presents  no  genuine  and  substantial  is¬ 
sue  of  fact,  no  hearing  is  justified  on  this 
objection. 

(b)  The  other  two  objections  sug¬ 
gested  that  records  need  to  be  held  at  the 
processing  plant  for  not  less  than  one 
year  and  at  any  other  reasonably  ac¬ 
cessible  location  for  an  additional  two 
years. 

The  Commissioner  agrees  because  ade¬ 
quate  facilities  for  prolonged  document 
storage  do  not  exist  at  many  processing 
plants  and  an  appropriate  revision  has 
been  made  in  the  regulation.  Thus,  no 
hearing  is  justified  on  this  objection.  In 
addition  the  Commissioner  has  decided 
to  amend  the  requirements  of  §  128b.8 
(d)  in  the  interest  of  consistency. 

9.  Section  90.20(i).  One  objection  op¬ 
posed  these  provisions  of  the  regulation 
because  they  do  not  apply  to  processors 
operating  under  the  provisions  of  the 
Federal  Meat  Inspection  Act  or  the  Poul¬ 
try  Products  Inspection  Act,  and  there  is 
no  provision  requiring  that  the  regula¬ 
tions  as  promulgated  under  said  acts 
shall  be  at  least  equal  to  the  provisions 
of  this  order.  The  objection  states  that 
the  Food  and  Drug  Administration  has 
ultimate  responsibility  for  the  safety  of 
all  marketed  foods,  including  those  pro¬ 
duced  under  the  named  inspection 
programs. 

The  Commissioner  advises  that  the 
United  States  Department  of  Agriculture 
has  exclusive  jurisdiction  over  the  proc¬ 
essing  of  meat  and  poultry  products  in 
licensed  establishments  imder  those  laws, 
and  the  Food  and  Drug  Administration 
has  concurrent  jurisdiction  over  such 
products  once  they  leave  such  establish¬ 
ments.  Since  this  objection  raises  at  most 
a  legal  issue,  no  hearing  is  justified  on  it. 

10.  Section  90.20(j).  Two  objections 
requested  that  this  paragraph  be  re¬ 
worded  to  allow  a  state  as  well  as  an 
individual  processor  to  file  registration 
information  and  the  processing  informa¬ 
tion  required  in  paragraph  (c)  of  this 
section. 

Because  the  suggested  wording  makes 
this  paragraph  more  reasonable,  the 
Commissioner  agrees  and  has  made  the 
appropriate  revision  in  the  regulation. 
Thus,  no  hearing  is  justified  on  this 
objection. 

11.  Section  90.20(k).  Two  objections 
requested  that  this  paragraph  be  re¬ 
worded  to  include  a  statement  to  the 
effect  that  every  person  offering  low-acid 
canned  foods  for  importation  into  the 
United  States  shall  file  with  the  Com¬ 
missioner,  at  least  30  days  prior  to 
such  importation,  a  certification  demon¬ 
strating  that  such  imports  have  been 
adequately  processed. 

The  Commissioner  has  determined 
that  the  regulation  is  satisfactory  for 
control  of  imported  foods  without  re¬ 
vision.  Since  the  objection  requests  the 
addition  of  a  new  requirement,  it  is  prop¬ 
erly  presented  by  a  petition  to  amend  the 
regulation  rather  than  by  an  objection, 
and  no  hearing  is  justified  on  it. 
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12.  AH  three  objections  re<iuested  a 
not  be  used  In  any  criminal  prosecution 
under  section  303  of  the  act  of  any 
natural  person  from  whom  or  at  whose 
direction  It  was  prepared  or  supplied. 

As  was  stated  in  the  preamble  of  the 
order  published  In  the  Federal  Register 
of  May  14.  1973  (38  FR  12716),  “It  has 
been  the  practice  of  the  Food  and  Drug 
Administration  in  exercising  its  discre¬ 
tion  imder  section  306  of  the  act  to  weigh 
carefully  all  the  circumstances  involved 
in  any  charged  violation  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  before 
recommending  the  institution  of  criminal 
prosecution.  The  Commissioner  believes 
that  the  continued  application  of  this 
long  established  practice  will  be  sufficient 
to  preclude  the  linfair  use  of  these  docu¬ 
ments,  and  therefore  the  requested  gen¬ 
eral  immunity  to  criminal  prosecution  is 
not  given."  The  Commissioner  concludes 
that  a  provision  providing  immunity 
from  criminal  prosecution  is  not  au¬ 
thorized  by  the  statute  and  is  contrary  to 
public  policy.  Since  the  objection  raises 
either  a  legal  issue  or  a  policy  judgment 
on  which  the  objection  identified  no  evi¬ 
dence  to  be  offered  at  a  hearing,  and  pre¬ 
sents  no  genuine  and  substantial  issue 
of  fact,  no  hearing  is  justified  on  it. 

13.  Paragraph  12  of  the  preamble  to 
the  order  published  in  the  Federal 
Register  of  May  14,  1973  (38  FR  12716) 
dealt  with  one  comment  which  suggested 
that,  because  leakage  can  occur  from 
rough  shipment  and  handling,  and  spoil¬ 
age  from  leakage  is  not  of  piiblic  health 
significance,  spoilage  from  leakage 
should  be  omitted  from  the  requirement 
that  the  processor  report  promptly  to  the 
Food  and  Drug  Administration  instances 
of  spoilage  having  a  potential  health 
signiacance.  The  Commissioner  con¬ 
curred  with  this  conclusion.  It  has,  how¬ 
ever,  been  brought  to  the  Commissioner’s 
attention  that  this  may  be  incorrectly 
interpreted  as  suggesting  that  organisms 
which  may  enter  a  can  through  faulty  or 
damaged  seams  cannot  possibly  create 
a  potential  health  hazard.  It  was  the 
Commissioner’s  Intention  to  agree  only 
that  simple  leakage  is  not  necessarily  of 
public  health  significance.  If  any  spoil¬ 
age,  regardless  of  cause,  can  be  reason¬ 
ably  susF>ected  to  be  of  potential  signifi¬ 
cance  to  the  public  health,  then  it  must 
be  promptly  reported. 

Accordingly,  having  evaluated  the  ob¬ 
jections  received  and  other  relevant  ma¬ 
terial,  the  Commissioner  concludes  that 
no  hearing  is  justified  on  any  aspect  of 
this  regulation  and  that  the  regulation 
should  be  adopted  as  modified  and  set 
forth  below. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  402,  404,  701,  52  Stat.  1046- 
1047  as  amended,  1048,  1055-1056  as 
amended  by  70  Stat.  919  and  72  Stat.  948 
(21  U.S.C.  342.  344,  371) )  and  under  au¬ 
thority  delegated  to  the  Commissioner 
(21  CFR  2.120),  Chapter  I  of  "ntle  21  of 
the  Code  of  Federal  Regulations  is 
amended  as  follows: 

1.  By  adding  a  new  Subpart  B  to  Part 
90  consisting  at  this  time  of  one  new  sec¬ 
tion  to  read  as  follows: 


Subpart  B — RaquIrMmnts  and  Conditioiis  tar 
Exemption  From  or  Complianco  Wlh  an  Emar^ 
gancy  Permit 

90.20  Thermal  processing  of  low-acid  foods 
packaged  In  hermetically  sealed  containers. 

AuTHoaiTT:  Secs.  402,  404,  701,  62  Stat. 
1046-1047  as  amended,  1048,  1065-1056  as 
amended  by  70  Stat.  919  and  72  Stat.  948;  (21 
US.C.  342,  344,  371), 

Subpart  B — Requirements,  and  Conditions 
for  Exemption  From  or  Compliance  With 
an  Emergency  Permit 

§  90.20  Tliermal  processing  of  lovr-acid 
foods  packaged  in  hermetically 
sealed  containers. 

(a)  Inadequate  or  improper  manufac¬ 
ture,  processing,  or  packing  of  thermally 
processed  low-acid  foods  in  hermet¬ 
ically  sealed  containers  may  result  in 
the  distribution  in  interstate  commerce 
of  processed  foods  that  may  be  injurious 
to  health.  The  harmful  nature  of  such 
foods  cannot  be  adequately  determined 
after  these  foods  have  entered  into  in¬ 
terstate  commerce.  "The  Commissioner  of 
Food  and  Drugs  therefore  finds  that,  in 
order  to  protect  the  public  health,  it  may 
be  necessary  to  require  any  commercial 
processor,  in  any  establishment  engaged 
in  the  manufacture,  processing,  or  pack¬ 
ing  of  thermally  processed  low-acid  foods 
in  hermetically  sealed  containers,  to  o^ 
tain  and  hold  a  temporary  emergency 
permit  provided  for  under  section  404  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act.  Such  a  permit  may  be  required 
whenever  the  Commissioner  finds,  after 
investigation,  that  the  commercial  proc¬ 
essor  has  failed  to  fulfill  all  the  require¬ 
ments  of  this  section,  including  registra¬ 
tion  and  the  filing  of  process 
information,  and  the  mandatory  ix>rtions 
of  Part  128b.  These  requirements  are 
intended  to  ensure  safe  manufacture, 
processing,  and  packing  procedures  and 
to  permit  the  Food  and  Drug  Adminis¬ 
tration  to  verify  that  these  procedures 
are  being  followed.  Such  failure  shall 
constitute  a  prima  facie  basis  for  the  im¬ 
mediate  application  of  the  emergency 
permit  control  provisions  of  section  404 
of  the  act  to  that  establishment,  pursuant 
to  the  procedures  established  in  Subpart 
A  of  this  part. 

(b)  The  definitions  in  Part  128b.l  of 
this  chapter  are  applicable  when  such 
terms  are  used  in  this  section. 

(c)  Registration  and  process  filing: 
(1)  Registration.  A  commercial  proces¬ 
sor  when  first  engaging  in  the  manufac¬ 
ture,  processing,  or  packing  of  thermally 
processed  low-acid  foods  in  hermetically 
sealed  containers  In  any  state,  as  defined 
in  section  201(a)(1)  of  the  act,  shall, 
not  later  than  10  days  after  first  so 
engaging,  register  with  the  Food  and 
Drug  Administration  on  Form  IT>-2541 
(food  canning  establishment  registra¬ 
tion)  information  including  (but  not  lim¬ 
ited  to)  his  name,  principal  place  of  busi¬ 
ness,  the  location  of  each  establishment 
in  which  such  processing  Is  carried  on, 
the  processing  method  in  terms  of  the 
type  of  processing  equipment  employed, 
and  a  list  of  the  low-acid  foods  so  proc¬ 
essed  in  each  such  establishment.  These 
forms  are  available  frexn  the  Food  and 


Drug  Administration,  Bureau  of  Foods, 
Industry  Guidance  Branch,  HFF-326, 
200  C  St.,  SW.,  Washington,  D.C.  20204, 
or  at  any  Food  and  Drug  Administration 
district  office.  The  completed  form  shall 
be  submitted  to  the  Fo^  and  Drug  Ad¬ 
ministration,  Bureau  of  Foods.  Division 
of  Food  Technology,  HFF-419,  200  C  St., 
SW.,  Washington,  D.C.  20204.  Commer¬ 
cial  processors  presently  so  engaged  shall 
register  not  later  than  July  13,  1973. 
Commercial  processors  duly  registered  in 
accordance  with  this  section  shall  no¬ 
tify  the  Food  and  Drug  Administration 
not  later  than  90  days  after  such  com¬ 
mercial  processor  ceases  or  discontinues 
the  manufacture,  processing,  or  packing 
of  thermally  processed  foods  in  any  es¬ 
tablishment:  Provided.  That  such  notifi¬ 
cation  shall  not  be  required  as  to  the 
temporary  cessation  necessitated  by  the 
seasonal  character  of  the  particular  es¬ 
tablishment’s  production  or  caused  by 
temporary  conditions  including  but  not 
limited  to  strikes,  lockouts,  fire,  or  acts 
of  God. 

(2)  Process  filing.  A  commercial 
processor  engaged  in  the  thermal  proc¬ 
essing  of  low-acid  foods  packaged  in 
hermetically  sealed  containers  shall,  not 
later  than  60  days  after  registration  and 
prior  to  the  packing  of  a  new  product, 
provide  the  Pood  and  Drug  Administra¬ 
tion  Information  as  to  the  scheduled 
processes  including  but  not  limited  to  the 
processing  method,  type  of  retort  or  other 
thermal  processing  equiixnent  employed, 
minimum  initial  temperatures,  times  and 
temperatures  of  processing,  sterilizing 
value  (P.) ,  or  other  equivalent  scientific 
evidence  of  process  adequacy,  critical 
control  factors  affecting  heat  penetra¬ 
tion,  and  source  and  date  of  the  estab¬ 
lishment  of  the  process,  for  each  such 
low-acid  food  in  each  container  size: 
Provided,  ’That  the  filing  of  such  informa¬ 
tion  does  not  oonstitute  approval  of  the 
information  by  the  Food  and  Drug  Ad¬ 
ministration,  and  that  Information  con¬ 
cerning  processes  and  other  data  so  filed 
shall  be  regarded  as  trade  secrets  within 
the  meaning  of  21  U.S.C.  331(j)  and  18 
U.S.C.  1905.  This  information  shall  be 
submitted  on  the  following  forms  as  ap¬ 
propriate:  PormFD-2541a  (food  canning 
establishment  and  process  filing  for  still 
retort  processes),  form  FD-2541b  (food 
canning  establishment  and  process  filing 
for  agitating  processes),  or  form  FD- 
2541c  (food  canning  establishment  and 
process  filing  for  other  than  still  retort 
and  agitating  processes).  These  forms 
are  available  from  the  Pood  and  Drug 
Administration,  Bureau  of  Poods,  In¬ 
dustry  Guidance  Branch,  HPP-326,  200 
C  St.,  SW.,  Washington,  D.C.  20204, 
or  at  any  Pood  and  Drug  Adminis¬ 
tration  district  office.  ’The  completed 
form(s)  shall  be  submitted  to  the  Food 
and  Drug  Administration,  Bureau  of 
Foods,  Division  of  Pood  Technology, 
HFP-419,  200  C  St.,  SW.,  Washing¬ 
ton,  D.C.  20204.  If  a  packer  modifies  a 
scheduled  process  from  that  previously 
filed,  by  changing  the  initial  tempera¬ 
ture.  retore  temperature  fmmulation. 
container  size,  or  other  conditions  basic 
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to  the  process,  prior  to  utilizing  such 
modified  scheduled  process  he  shall  sub¬ 
mit  these  modifications  to  the  Food  and 
and  Dnig  Administration  and  shall  have 
in  his  files  for  review  by  Food  and  Drug 
Administration  Inspectors  substantiation 
by  a  qualified  scientific  authority  of  the 
adequacy  of  the  modified  process. 

(3)  Process  adherence  and  informa¬ 
tion.  (i)  A  commercial  processor  engaged 
in  the  thermal  processing  of  low-acid 
foods  packaged  in  hermetically  sealed 
containers  in  any  registered  establish¬ 
ment  shall  process  each  low-acid  food  in 
each  container  size  in  conformity  with 
the  scheduled  processes  and  modifica¬ 
tions  filed  pursuant  to  paragraph  (c)  (2) 
of  this  section. 

(ii)  Process  information  availability: 
When  requested,  a  commercial  processor 
engaged  in  thermal  processing  of  low- 
acid  foods  packaged  in  hermetically 
sealed  containers  shall  provide  the  f\x)d 
and  Drug  Administration  with  any  in¬ 
formation  concerning  processes  and 
procedures  which  is.deemed  necessary  by 
the  Food  and  E>rug  Administration  to 
determine  the  adequacy  of  the  process: 
Provided,  That  the  furnishing  of  such 
information  does  not  constitute  approval 
of  the  information  by  the  Food  and  Drug 
Administration,  and  that  the  information 
concerning  processes  and  other  data  so 
fmmished  shall  be  regarded  as  trade  se¬ 
crets  within  the  meaning  of  21  U.S.C. 
331  (j)  and  18  U.S.C.  1905. 

(d)  A  commercial  processor  engaged  in 
the  thermal  processing  of  low-acid  foods 
packaged  in  hermetically  sealed  con¬ 
tainers  shall  promptly  report  to  the  Food 
and  Drug  Administration  any  instance 
of  spoilage  or  process  deviation  the  na¬ 
ture  of  which  indicates  potential  health 
significance  where  any  lot  of  such  food 
has  in  whole  or  in  part  entered  distribu¬ 
tion. 

(e)  A  commercial  processor  engaged 
in  thermal  processing  of  low-acid  foods 
packaged  in  hermetically  sealed  con¬ 
tainers  shall  promptly  report  to  the  Food 
and  Drug  Administration  any  instance 
wherein  any  lot  of  such  food,  which  may 
be  injurious  to  health  by  reason  of  con¬ 
tamination  with  microorganisms,  has  in 
whole  or  in  part  entered  distribution. 

(f)  A  commercial  processor  engaged 
in  the  thermal  processing  of  low-acid 
foods  packaged  in  hermetically  sealed 
containers  shall  have  prepared  and  in  his 
files  a  ciirrent  procedure  which  he  will 
use  for  products  under  his  control  and 
which  he  will  ask  his  distributor  to  fol¬ 
low,  Including  plans  for  effecting  recalls 
of  any  product  that  may  be  injurious  to 
health;  for  identifying,  collecting,  ware¬ 
housing,  and  controlling  the  product;  for 
determining  the  effectiveness  of  the  re¬ 
call;  for  notifying  the  Food  and  Drug 
Adininistration  of  any  recall;  and  for  im¬ 
plementing  the  recall  program. 


(g)  All  operators  of  retorts,  thermal 
processing  systems,  aseptic  processing 
and  packaging  systems,  or  other  thermal 
processing  systems,  and  container  closure 
inspectors  shall  be  under  the  operating 
supervision  of  a  person  who  has  attended 
a  school  approved  by  the  Commissioner 
for  giving  instruction  in  retort  opera¬ 
tions,  aseptic  processing  and  packaging 
systems  operations  or  other  thermal 
processing  systems  operations,  and  con¬ 
tainer  closure  inspections,  and  has  satis¬ 
factorily  completed  the  prescribed  course 
of  instruction:  Provided,  That  this  re¬ 
quirement  shall  not  apply  in  the  State  of 
California  as  listed  in  paragraph  (j)  of 
this  section  and  shall  not  apply  imtil 
September  25,  1974  in  any  other  State. 
The  Commissioner  will  not  withhold  ap¬ 
proval  of  any  school  qualified  to  give 
such  instruction. 

(h)  A  commercial  processor  engaged  in 
the  thermal  processing  of  low-acid  foods 
packaged  in  hermetically  sealed  contain¬ 
ers  shall  prepare,  review,  and  retain  at 
the  processing  plant  for  a  period  of  not 
less  than  one  year,  and  at  the  processing 
plant  or  other  reasonably  accessible 'lo¬ 
cation  for  an  additional  two  years,  all 
records  of  processing,  deviations  in  proc¬ 
essing,  container  closure  inspections,  and 
other  records  specified  in  Part  128b  of 
this  chapter.  Upon  demand  during  the 
course  of  a  factory  inspection  pursuant 
to  section  704  of  the  act  by  a  duly  au¬ 
thorized  employee  of  the  Food  and  Drug 
Administration,  a  commercial  processor 
shall  permit  the  inspection  and  copying 
by  such  employee  of  these  records  to 
verify  the  adequacy  of  processing,  the 
integrity  of  container  closures,  and  the 
coding  of  the  products. 

(i)  This  section  shall  not  apply  to  the 
commercial  processing  of  any  food  proc¬ 
essed  under  the  continuous  inspection  of 
the  meat  and  poultry  inspection  program 
of  the  Animal  and  Plant  Health  Inspec¬ 
tion  Service  of  the  Department  of  Agri¬ 
culture  under  the  Federal  Meat  Inspec¬ 
tion  Act  (34  Stat.  1256,  as  amended  by  81 
Stat.  584;  (21  U.S.C.  601  et  seq.))  and 
the  Poultry  Products  Inspection  Act  (71 
Stat.  441,  as  amended  by  82  Stat.  791;  21 
U.S.C.  451  et  seq.). 

(j)  Wherever  the  Commissioner  finds 
that  any  State  regulates  the  commercial 
thermal  processing  of  low-acid  foods  in 
accordance  with  effective  regulations 
specifying  at  least  the  requirements  of 
Part  128b  of  this  chapter,  he  shall  issue 
a  notice  stating  that  compliance  with 
such  State  regulations  shsill  constitute 
compliance  with  this  section:  Provided, 
That  the  State  through  its  regulatory 
agency  or  each  processor  of  low-acid 
foods  in  such  State  files  with  the  Bureau 
of  Foods  the  registration  information 
and  the  processing  information  pre¬ 
scribed  in  paragraph  (c)  of  this  section. 
The  laws  and  regulations  governing  the 


thermal  processing  of  low-acid  foods 
packaged  in  hermetically  sealed  contain¬ 
ers  in  the  State  of  California  have  been 
determined  by  the  Commissioner  to  sat¬ 
isfy  this  paragraph. 

(k)  Imports:  (1)  This  section  shall 
apply  to  any  foreign  commercial  proc¬ 
essor  engaged  in  the  thermal  processing 
of  low-acid  foods  packaged  in  hermeti¬ 
cally  sealed  containers  and  offering  such 
foods  for  import  into  the  United  States 
except  that,  in  lieu  of  providing  for  the 
issuance  of  an  emergency  permit  imder 
paragraph  (a)  of  this  section,  the  Com¬ 
missioner  will  request  the  Secretary  of 
the  Treasury  to  refuse  admission  into  the 
United  States,  pmsuant  to  section  801  of 
the  act,  of  any  such  low-acid  foods  which 
the  Commissioner  determines,  after  in¬ 
vestigation,  may  result  in  the  distribu¬ 
tion  in  interstate  commerce  of  processed 
foods  that  may  be  injurious  to  health  as 
set  forth  in  paragraph  (a)  of  this  sec¬ 
tion. 

(2)  Any  such  food  refused  admission 
shall  not  be  admitted  imtil  such  time  as 
the  Commissioner  may  determine  that 
the  commercial  processor  offering  the 
food  for  import  is  in  compliance  with 
the  requirements  and  conditions  of  this 
section  and  that  such  food  is  not  injuri¬ 
ous  to  health.  For  the  purpose  of  making 
such  determination,  the  Commissioner 
reserves  the  right  for  a  duly  authorized 
employee  of  the  Food  and  Drug  Adminis¬ 
tration  to  inspect  the  commercial  proc¬ 
essor’s  manufacturing,  processing,  and 
packing  facilities. 

2.  By  revising  §  128b.8(d)  to  read  as 
follows: 

§  128b.8  Processing  and  production 
records. 

•  *  «  *  • 

(d)  Copies  of  all  records  provided  for 
in  this  part  except  those  required  under 
§  128b.4  establishing  scheduled  processes, 
shall  be  retained  at  the  processing  plant 
for  a  period  of  not  less  than  one  year, 
and  at  the  processing  plant  or  other  rea¬ 
sonably  accessible  location  for  an  addi¬ 
tional  two  years. 

Effective  date.  After  evaluation  of  the 
objections,  the  actions  taken  and  the 
reasons  therefor,  the  Commissioner  con¬ 
cludes  that  no  hearing  is  justified  on  any 
aspect  of  this  regulation.  Accordingly, 
the  Commissioner  confirms  that  the  reg¬ 
ulation  as  revised  in  this  order  shall  be 
effective  on  February  28,  1974,  except 
that  the  provision  of  §  90.20(g)  which  re¬ 
lates  to  personnel  training  shall  become 
effective  on  September  25,  1974  and  the 
requirements  relating  to  process  filing 
shall  become  effective  April  1,  1974. 

Dated:  January  21, 1974. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

[FR  Doc.74-2137  Plied  1-28-74:8:46  am] 
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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Food  and  Drug  Administration 
[21  CFR  Parts  90, 128b] 

THERMAL  PROCESSING  OF  LOW-ACID 
FOODS  PACKAGED  IN  HERMETICALLY 
SEALED  CONTAINERS 

Records  Retention  Requirements 

Elsewhere  in  this  issue  of  the  Federal 
Register  the  Commissioner  of  Food  and 
Drugs  is  publishing  a  document  ruling 
on  objections  filed  in  the  matter  of 
§  90.20  Thermal  processing  of  low-acid 
foods  packaged  in  hermetically  sealed 
containers  (21  CFR  90.20)  published  in 
the  Federal  Register  of  May  14,  1973 
(38  FR  12716).  The  Commissioner  has 
concluded  that  no  hearing  is  justified  on 
any  aspect  of  the  objections  filed  and 
that  the  regulation  as  modified  in  that 
notice  of  rulemaking  should  be  adopted 
as  set  forth  therein. 

Sections  90.20(h)  and  128b.8(d)  (21 
CFR  90.20(h)  and  128b.8(d) )  prescribe 
a  minimum  record  retention  requirement 
of  three  years  for  food  processors.  The 
Commissioner  is  informed  that,  due  to 
their  diverse  nature,  some  food  products 
may  continue  to  be  available  to  con¬ 
sumers  in  retail  food  establishments  after 
the  required  three-year  record  retention 
period  has  expired.  Thus  the  present 
provisions  of  §§  90.20(h)  and  128b.8(d) 
would  not  insure  the  retention  of  records 
for  the  duration  of  the  availability  of 
such  foods  to  consumers.  Background 
information  on  this  matter  is  on  file  in 
the  office  of  the  Hearing  Clerk,  Food 
and  Drug  Administration. 

Accordingly,  the  Commissioner  con¬ 
cludes  that  §§  90.20(h)  and  128b.8(d) 
should  be  amended  to  require  a  food 
processor  to  retain  such  records  at  the 
processing  plant  or  other  reasonably  ac¬ 
cessible  location  for  the  length  of  time 
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for  which  it  can  reasonably  be  expected 
that  such  products  may  be  available  to 
consmners  in  retail  food  establishments 
after  the  expiration  of  the  three-year 
period  currently  required. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  402,  404,  701,  52  Stat.  1046- 
1047,  as  amended,  1048,  1055-1056  as 
amended  by  70  Stat.  919  and  72  Stat.  948 
(21  U.S.C.  342,  344,  371))  and  under 
authority  delegated  to  him  (21  CFR 
2.120)  the  Commissioner  proposes  to 
amend  Parts  90  and  128b  of  Chapter  I 
of  the  Code  of  Federal  Regulations  as 
follows: 

1.  In  §  90.20  by  revising  paragraph  (h) 
to  read  as  follows: 

§  90.20  Thermal  processing  of  low- 
arid  foods  packaged  in  hermetically 
sealed  containers. 

•  ♦  •  *  « 

(h)  A  commercial  processor  engaged 
in  the  thermal  processing  of  low-acid 
foods  packaged  in  hermetically  sealed 
containers  shall  prepare,  review,  and  re¬ 
tain  at  the  processing  plant  for  a  period 
of  not  less  than  one  year,  and  at  the 
processing  plant  or  other  reasonably  ac¬ 
cessible  location  for  an  additional  two 
years,  all  records  of  processing,  devia¬ 
tions  in  processing,  container  closure  in- 
sp)ections,  and- other  records  specified  in 
Part  128b  of  this  chapter:  Provided,  That 
w'here  there  is  reason  to  believe  that 
such  foods  may  be  available  to  the  con¬ 
sumer  in  retail  food  establishments  for  a 
period  of  time  in  excess  of  three  years, 
such  records  shall  be  retained  at  the 
processing  plant  or  other  reasonably  ac¬ 
cessible  location  for  the  length  of  time 
for  which  such  products  may  reasonably 
be  expected  to  be  so  available.  Upon  re¬ 
quest  during  the  course  of  a  factory  in¬ 
spection  pursuant  to  section  704  of  the 
act  by  a  duly  authorized  employee  of  the 


Food  and  Drug  Admlnistraition,  a  com¬ 
mercial  processor  shall  permit  the  in¬ 
spection  and  cop3ring  by  such  employee 
of  these  records  to  verify  the  adequacy 
of  processing,  the  integrilty  of  container 
closures,  and  the  coding  of  the  products. 

•  •  *  «  • 

2.  In  §  128b.8  by  revising  paragraph 
(d)  to  read  as  follows: 

§  128b.8  Processing  and  production 

records. 

*  «  «  •  • 

(d)  Copies  of  all  records  provided  for 
in  this  part  except  those  required  under 
S  128b.4  establishing  scheduled  processes, 
shall  be  retained  at  the  processing  plant 
for  a  period  of  not  les.*-  than  one  year,  and 
at  the  processing  plant  or  other  reason¬ 
ably  accessible  location  for  an  additional 
two  years:  Provided,  That  where  there  is 
reason  to  believe  that  such  foods  may  be 
available  to  the  consumer  in  retail  food 
establishments  for  a  period  of  time  in  ex¬ 
cess  of  three  years,  such  records  shall  be 
retained  at  the  processing  plant  or  other 
reasonably  accessible  location  for  the 
length  of  time  for  which  such  products 
may  reasonably  be  expected  to  be  so 
available. 

Interested  persons  may,  on  or  before 
April  1,  1974,  file  with  the  Hearing 
Clerk,  Food  and  Di-ug  Administration, 
Room  6-86,  5600  Fishers  Lane,  Rockville, 
MD  20852,  written  comments  (preferably 
in  quintuplicate)  regarding  this  proposal. 
Comments  may  be  accompanied  by  a 
memorandum  or  brief  in  support  thereof. 
Received  comments  may  be  seen  in  the 
above  office  during  working  hours,  Mon¬ 
day  through  Friday. 

Dated:  January  21, 1974. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 
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